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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Applicant: Christopher William Ogden, James Adshead, Anna Maria Kessling, and 
BijanKhoubehi 

Serial No.: 09/933,548 Group Art Unit: 1634 

Filed: August 20, 2001 Examiner: S.A. Salcelaris 

For: DIAGNOSIS AND TREATMENT OF PROSTATE CANCER 

Assistant Commissioner for Patents 
Washington, D.C. 2023 1 

PETITION FOR RECONSIDERATION OF RESTRICTION REQUIREMENT 

Sir: 

Pursuant to 37 C.F.R. § 1 , 144, applicants petition the Group Director to review 
the restriction requirement set forth in the Office Action mailed on April 22, 2003, as 
maintained in the office action mailed July 1 , 2003. No fee is believed to be due. 
However, the Commissioner is authorized to charge any fees that may be required to 
our Deposit Order Account No. 50-1 868, if necessary. 

The April 22, 2003 Restriction Requirement 

The Office Action mailed April 22, 2003, divided the claims into 10 groups. The 
claims are appended for the convenience of the Commissioner (claims as amended in 
the response filed on May 22, 2003 are attached in an Appendix). 

In the response filed May 22, 2003, applicants elected for prosecution group I. 
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U.S.S.N. 09/993,548 
Filed: August 20, 2001 

PETITION FOR RECONSIDERATION OF RESTRICTION REQUIREMENT 
claims 1-4, 5-9, and 15-16, drawn to a method of determining susceptibility, diagnosing 
prostate cancer and predicting patient outcome through nucleic acid analysis. The 
applicants elected Pax 2 protein as the species for the prosecution of the Group II-X 
claims. Claim 38 was canceled. The claims as proposed to be amended in the response 
filed on May 22, 2003, coirect multi-dependency. 

Group II included claims 1-4, 10, 11 and 13-1 6, drawn to a method of 
determining susceptibility, diagnosing prostate cancer and predicting patient outcome 
through protein analysis; 

Group III included claims 1-4, 10-13, 15 and 16, drawn to a method of 
determining susceptibility, diagnosing prostate cancer and predicting patient outcome 
through antibody analysis; 

Group IV included claims 17, 18, 21 and 22, drawn to a method of using a 
specific agent to determine the level of a nucleic acid; 

Group V included claims 17, 1 9 and 20-22, drawn to a method of using a 
specific agent to determine the level of a protein; 

Group VI included claim 23, drawn to a kit for detecting nucleic acids; 

Group VII included claim 23, drawn to a kit for detecting proteins; 

Group VIH included claims 24-29 and 37, drawn to a method of treating prostate 
cancer through nucleic acid administration; 

Group IX included claims 30-35, drawn to a nucleic acid construct; and 

NORT 100 
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PETITION FOR RECONSIDERATION OF RESTRICTION REQUIREMENT 

Group X included claims 36 and 38, drawn to a pharmaceutical composition for 
treating prostate cancer. 

Claims 1-16 and 37 are drawn to a method of determining the susceptibility of, 
diagnosing or predicting the relative prospects of a particular outcome of prostate 
cancer by determining the level of Pax 2 protein or nucleic acid. Claims 17-22 are 
drawn to the use of an agent which is capable of use in determining the level of Pax 2 
protein or nucleic acid. Claim 23 is drawn to a Icit comprising an agent is capable of use 
in determining the level of Pax 2 protein or nucleic acid and a control sample. Claims 
24-28 are drawn to a method of treating prostate cancer in a patient comprising the step 
of administering to the pati ent an agent which selectively prevents the fun ction of Pax 
2. Claim 29 is drawn to use of an agent which selecti vely prevents the function of Pax 
2 in the manufacture of a medicament for treating prostate cancer. Claims 30-36 are 
dawn to a genetic constmct and a pharmaceutical composition comprising a nucleic acid 
encoding a molecule capable of preventing the function of Pax 2 expressed in a prostate 
cell. 

It is well established that the same claims cannot be divided into separate 
inventions. The examiner therefore clearly erred when he placed claims 1-16 into three 
separate groups, and claims 17-22 into two groups. 

This application is a U.S. filing of a PCT application. Under PCT Rule 13, if the 
claims are so linked as to form a single general inventive concept, a lack of unity of 

WORT 100 
Q7S230/0002S 
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Filed: August 20, 2001 

PETITION FOR RECONSIDERATION OF RESTRICTION REQUIREMENT 
Invention objection is improper (See PCT Rule 13; see also MPEP § 1893.03(d)). The 
Examiner imposed the restriction on the basis that the claims are drawn to nucleic 
acids, proteins and antibodies with no consideration of the relationships between the 
specific nucleic acids, proteins and antibodies defined in the claims . This is clearly 
improper. The novel and inventive feature of the claims are Pax 2 proteins, nucleic 
acids, or antibodies to the proteins rather than proteins nucleic acids, or antibodies at 
large. As described at p. 5, line 25 to p. 6, line 4 and p. 57, line 25 to p. 65, line 9 
(Example 1), the applicants found in the first time that Pax 2 protein is associated with 
prostate cancer. This finding led the applicants to make and use the compositions and 
methods for determining the susceptibility, diagnosing, and treating prostate cancer, 
which requires the determination of the level of the Pax 2 protein, nucleic acid, or an 
antibody to the Pax 2 protein. 

Contrary to the Examiner's assertion, the proteins, nucleic acids and antibodies 
recited or encompassed in the claims share a common technical feature as required by 
PCT Rule 13.2. One of ordinary skill in the art would recognize that the Pax 2 protein, 
nucleic acid, and the antibody to the protein, are specifically interrelated. One of 
ordinary skill in the art would appreciate that the PAX 2 nucleic acid dictates the 
composition and structure of the Pax 2 protein, which, by definition, dictates the 
structure and composition of its antibody. Therefore, this technical feature provides 
unity to claims 1-37, including the alternatives Pax 2 proteins, nucleic acids, and 

NORT10D 
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PETITION FOR RECONSIDERATION OF RESTRICTION REQU IREMENT 

antibodies according to PCX Rule 13,2 (see PCT Article 3(4)(iii) and 17(3)(a), PCX 
Rules 3.1 and 13.2; see also MPEP §1850, particularly §1850(D)). As such, the 
restriction requirement is clearly improper. 

Claims must be both patentably distinct and independent in order to be subject 
to restriction requirement. Definitions are provided by CHISUM 4: 12.03 [1]: The 
Patent and Trademark Office defines "independent" as meaning "not dependent," which 
in turn means "there is no disclosed relationship between the two or more subjects 
disclosed." Examples include species not usable together as disclosed or process and 
apparatus incapable of being used in practicing the process. The Office cites the 
extreme example of a shoe and a locomotive bearing. The Office defines "distinct" as 
meaning related or dependent but "capable of separate manufacture, use or sale as 
claimed" and "patentable over each other." Examples of dependent and distinct 
inventions include combination and subcombination, process and apparatus, process 
and product, and composition and process of use under appropriate circumstances. 

In an election of species, only the elected species is initially examined. Once 
this claim is detcnnined to be allowable, the examiner must search the remaining 
species. 

Further, the MPEP states that species, "while usually independent, may be 
related under the particular disclosure. Where inventions as disclosed and claimed are 
both (A) species under a claimed genus and (B) related, men the question of restriction 

NORT 100 
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PETITION FOR RECONSIDERATION OF RESTRICTION REQUIREMENT 
must be determined by both the practice applicab le to election of species and the 
practice applicable to other types of restrictions such as those covered in MPEP 806.05- 
806.05(i)." (MPEP 806.04(b)) 

The MPEP provides that if an applicant discloses multiple species but includes 
only generic claims, election between species is normally not required. If an applicant 
discloses multiple species and includes claims restricted to those species, the applicant 
will be required to elect one species. He will, then be restricted to those claims that 
read on that elected species unless a generic claim is found to be allowable. In the latter 
event, the applicant may include further claims to additional, species (up to a reasonable 
number) provided that such additional claims "are written in dependent fonm (Rule 75), 
or otherwise include all the limitations of the generic clai m." 

Hie restriction requirement, by creating separate inventions out of the generic 
claims, makes it impossible to examine the claims in their entirety, and forces the 
applicants to restrict it to a single species. 

The examiner has no legal authority to require applicants to restrict a generic 
claim to a single species, absent prior art or lack of enablement. 

Summary 

The current restriction imposed on the claims of the present invention is 
improper. This restriction is inconsistent with the guidelines for restriction practice 
delineated by the MPEP and PCT rules. Upholding this restriction requirement would 

NOR.T I no 
0782a awxm 
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Filed: August 20, 2001 

PETITION FOR. RECONSIDERATION OF RESTRICTION REQUIREMENT 

be to allow the examiner to impose limitations on the claims which are not now 



Favorable consi deration of this petition is earnestly solicited. 



Date: October 1,2003 
HOLLAND & KNIGHT, LLP 
One Atlantic Center, Suite 2000 
1201 West Peacbtree Street 
Atlanta, Georgia 30309-3400 
(404) 817-8473 
(404) 817-8588 (fax) 



present 



Respectfully submitted, 
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PETITION FOR RECONSIDERATION OF RESTRICTION REQUIREMENT 
APPENDIX: Clean Copy of Claims as Pending ■ 

1 . (original) A m ethod of detennining the susceptibility of a human patient to 
prostate cancer comprising the steps of (i) obtaining a sample containing nucleic acid 
and/or protein from prostate ceils of the patient; and (ii) determining whether the 
sample contains a level of Pax 2 nucleic acid or protein associated with prostate cancer. 

2. (original) A method of diagnosing prostate cancer in a human patient 
comprising the steps of (i) obtaining a sample containing nucleic acid and/or protein 
from prostate cells of the patient; and (ii) determining whether the sample contains a 
level of Pax 2 nucleic acid or protein associated with prostate cancer. 

3. (original) A method of predicting the relative prospects of a particular 
outcome of prostate cancer in a human patient comprising the steps of (i) obtaining a 
sample containing nucleic acid and/or protein from prostate cells of the patient; and (ii) 
determining whether the sample contains a level of Pax 2 nucleic acid or protein 
associated with prostate cancer. 

4. (currently amended) A method according to any-of claims 1, 2 or 3_wherein 
the cancer is invasive. 

5. (currently amended) A method according to wherein the sample contains 
nucleic acid and the level of Pax 2 nucleic acid is measured by contacting the nucleic 
acid with a nucleic acid which hybridises selectively to Pax 2 nucleic acid. 

6. (original) A method according to claim 5 wherein the sample contains 

NOW !0fl 
W823O/00O2* 
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PETrnON FOR RECONSIDERATION OF RESTRICTION REQUIREMENT 
mRNA and the nucleic acid selectively hybridises to Pax 2 rnRNA. 

7. (currently amended) A method according to claim 5 wherein the nucleic 
acid which hybridises is detectably labelled. 

8. (curr ently amended) A method according to claim 5 wherein the nucleic acid 
which selectively hybridises is detectably labelled. 

9. (currently amended) A method according to claim 5 wherein the nucleic acid 
which selectively hybridises is suitable for use in a nucleic acid amplification reaction. 

1 0. (currently amended) A method according to auy-of claims 1, 2 or 3 wherein 
th e sample contains protein and the level of Pax 2 protein is measured. 

1 1 . (original) A method according to claim 1 0 wherein the level of protein is 
measured by contacting the protein with a molecule which selectively binds to Pax 2 
protein. 

12. (original) A method according to claim 1 1 wherein the selective binding 
molecule is an antibody or fragment or derivative thereof or an antibody-like molecul e. 

13. (original) A method according to claim 11 or 12 wherein the selective 
binding molecule comprises a detectable label. 

14. (original) A method according to claim 10 wherein the level of Pax 2 is 
measured by selectively assaying its activity in the sample. 

15. (currently amended) A method according to any of claims 1 2 or 3 wherein 
the sample is a sample of the tissue in which prostate cancer is suspected or in which 

NORT 1 00 
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PETTTTON FOR RECONSIDERATION OF RESTRICTION REQUIREMENT 

prostate cancer may be or has been found, or contains cells from said tissue. 

16. (original) A method according to claim 15 wherein the sample is any one of 
urine, semen, blood or lymphatic circulation. 

17. (currently amended) A method of diagnosing prostate cancer comprising 
administering an agent which is capable of use in determining the level, of Pax 2 protein 
or nucleic acid in a sample in the manufacture of a reagent for diagnosing prostate 
cancer. 

18. (currently amended) The method of claim 17 wherein the agent is a nucleic 
acid which selectively hybridises to Pax 2 nucleic acid, 

19. (currently amended) The method of claim 18 wherein the agent is a 
molecule which selectively binds to Pax 2 protein. 

20. (currently amended) The method of claim 19 wherein the agent is useful in 
selectively assaying the activity of Pax 2 protein. 

23 . (currently amended) A kit for diagnosing prostate cancer comprising an 
agent which is capable of use in determining the level of Pax 2 protein or nucleic acid in 
a sample and a control sample wherein the control sample may be a negative control not 
comprising a detectable amount of Pax 2 nucleic acid or protein, or it may be a positive 
control comprising a detectable amount of Pax 2 nucleic acid or protein. 

24. (original) A method of treating prostate cancer comprising the step of 
administering to the patient an agent which selectively prevents the function of Pax 2. 

NOR.T 100 
07S230/0OO28 
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25. (original) A method according to claim 24 wherein the agent prevents the 
expression of Pax 2. 

26. (original) A method according to claim 24 wherein the agent inhibits the 
activity of Pax 2. 

27. (original) A method according to claim 26 wherein the agent is an antisense 
molecule. 

28. (original) A method according to claim 26 wherein the agent is a ribozyme. 

29. (currently amended) A. method of treating prostate cancer comprising 
administering an, agent which selectively prevents the function of Pax2. 

3 0. (original) A genetic construct a nucleic acid encoding a molecule capable 
of preventing the function of Pax 2 expressed in a prostate cell 

31. (original) A genetic construct according to claim 30 adapted for delivery to 
a human prostate cell. 

32. (original) A genetic construct according to claim 31 wherein the adaptation 
allows deli very to a prostate cancer cell 

33. (currently amended) A genetic construct according to claim 31 comprising 
means to selectively deliver the nucleic acid to a prostate cancer cell. 

34. (currently amended) A genetic construct according to claim, 30 comprising 
means to selectively express the nucleic acid encoding a molecule in a prostate cancer 
cell. 
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36. (currently amended) A pharmaceutical composition comprising a genetic 
construct comprising a nucleic acid encoding a molecule capable of preventing th e 
function of Pax 2 expressed in a prostate cell and a pharraaccuticaUy acceptable carrier. 

37. (currently amended) The method of claim 2 wherein the step of 
determining whether the Sample contains a level of Pax 2 protein associ ated with 
prostate cancer is carried out using western blotting. 
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